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Attention: Rulemakings and Adjudications Staff
PRM - 35-17
Dear Mrs. Vietti-Cook:

On behalf of the Organization of Agreement States (OAS) and pursuant to 10 CFR 2.802, the enclosed
petition is submitted to the U.S. Nuclear Regulatory Commission (NRC) to amend 10 CFR 35.55, 10
‘CFR 35.190, 10 CFR 35.290 and 10 CFR 35.390. The purpose of this petition is to define and specify the
minimum number of didactic (classroom and laboratory) training hours for the Authorized Nuclear
Pharmacist and the Authorized Users identified in these sections.

The OAS has developed a Position Statement regarding 10 CFR Part 35 Training and Education
requirements identified in 10 CFR 35.55, 10 CFR 35.190, 10 CFR 35.290 and 10 CFR 35.390. In the
current rule, the minimum numbers of didactic training hours for radiation safety training are not
specified or separated from the total training hours. The current Subpart J does specify a minimum
number of ¢lassroom and laboratory training hours and supervised work experience.

The Training and Education requirements of Part 35 have been designated as a Category B by the NRC,
for Agreement State compatibility in an attempt to provide nationwide “consistency and uniformity.” The
higher the compatibility classification, the more prescriptive, and more specific the rule text must be to
ensure that all Agreement States and NRC Regions be uniform and consistent. The lack of clearly defined
didactic training hours for these rule sections weakens the current rule’s consistency and uniformity.

The OAS believes that the need for specified didactic training hours is a radiation safety issue rather than
a “practice of medicine” issue. Radiation safety for the patient and the occupational radiation workers
may likely be compromised. - A majority of radiation safety principles and procedures are learned during
this important and necessary classroom and laboratory training.

The OAS Executive Board unanimously approved the Position Statement and presented it to the
membership for approval. An overwhelming majority (30 of 33) of the Agreement States approved this
Position Statement and Petition for Rulemaking. Enclosed is the originally signed OAS Position
Statement from the Agreement States requesting this petition for rulemaking.

Alabama, Arizona, Arkansas, California, Colorado, Florida, Georgia, Illinois, Iowa, Kansas, Kentucky,
Louisiana, Maine, Maryland, Massachusetts, Mississippi, Nebraska, Nevada, New Hampshire, New Mexico,

New York, North Carolina, North Dakota, Ohiof Okl('zlia}im, Oregon, Rhode Island, South Carolina, Tennessee,

To Tltak IWacli Wic
1 EXAS, Jida, v ualuusbuu, rr L.)l.ulhuu



The petitioner, OAS, requests that the Commission define and specify the minimum number of didactic
training hours for the authorized users identified in 10 CFR 35.55, 10 CFR 35.190, 10 CFR 35.290 and 10
CFR 35.390. The clarification of the rule is necessary to ensure consistency and uniformity for medical
users nationwide. The Commission should work closely with the stakeholders and Agreement States to
achieve a resolution to this problem with the training and education requirements.

It is the desire of OAS to promote an NRC/Agreement State partnership for the development and
implementation of uniform and consistent regulations that promote and protect public health and safety.
Thank you for your consideration.

Sincerely,

Stanley A. Fitch, Chair

Organization of Agreement States
P.O.Box 913

Sandia Park, New Mexico 87047-0913

Jared W. Thompson, Chair-Elec
Organizafipn of Agreement States
Arkansas{Department of Health
4815 W. Markham, Mail Slot 30
Little Rock, Arkansas 72205

cc: Kenneth LK. Weaver, Secretary
Organization of Agreement States

Paul H. Lohaus, Director
NRC Office of State and Tribal Programs

Alabama, Arizona, Arkansas, California, Colorado, Florida, Georgia, Illinois, Iowa, Kansas, Kentucky,
Louisiana, Maine, Maryland, Massachusetts, Mississippi, Nebraska, Nevada, New Hampshire, New Mexico,
New York, North Carolina, North Dakota, Ohio, Oklahoma, Oregon, Rhode Island, South Carolina, Tennessee,
Texas, Utah, Washington, Wisconsin
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PETITION FOR RULEMAKING

The Organization of Agreement States (OAS) submits this petition for rulemaking
pursuant to 10 CFR 2.802. It is patterned after the layout and structure of previously
submitted petitions accepted by the U.S. Nuclear Regulatory Commission (NRC). The
petitioner request the NRC, following notice and opportunity for comment, amend 10
CFR Part 35.55, Training for an authorized nuclear pharmacist, 10 CFR 35.190,
Training for uptake, dilution, and excretion studies, 10 CFR 35.290, Training for
imaging and localization studies, and 10 CFR 35.390, Training for use of unsealed
byproduct material for which a written directive is required, to define and specify the
number of didactic (classroom and laboratory) training hours in radiation safety required
for authorized users and pharmacists.

I. STATEMENT OF PETITIONER’S INTEREST

The OAS is a nonprofit, voluntary, scientific and professional society incorporated in the
District of Columbia. The membership of OAS consists of state radiation control
directors and staff from the 33 Agreement States who are responsible for implementation
of their respective radioactive materials programs. The purpose of the OAS is to provide
a mechanism for these Agreement States to work with each other and with the NRC on
regulatory issues associated with their respective agreements.

Agreement States are those states that have entered into an effective regulatory
discontinuance agreement with the NRC under subsection 274b. of the Atomic Energy
Act (AEA). The role of the Agreement States is to regulate most types of radioactive
material in accordance with the compatibility requirements of the AEA. These types of
radioactive materials include source material (uranium and thorium), reactor fission
byproducts, and quantities of special nuclear materials (SNM) not sufficient to form a
critical mass. The NRC periodically reviews the performance of each Agreement State to
assure compatibility with NRC’s regulatory requirements.

Agreement States issue radioactive material licenses, promulgate regulations, and enforce
those regulations under the authority of each individual state’s laws. The Agreement
States exercise their licensing and enforcement actions under direction of their governors
in a manner that is compatible with the licensing and enforcement programs of the NRC.
The Agreement States currently license and regulate approximately 16,800 radioactive
materials licenses, whereas the NRC regulates approximately 4,400 licenses.



Petition for Rulemaking: Amending Training and Education
Requirements in Sections of 10 CFR Part 35.

IL BACKGROUND

The NRC revised 10 CFR Part 35, Medical Use of Byproduct Material, on April 24, 2002
to make the rule more risk-informed and performance based. The revised training and
experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290
(Authorized Users for Imaging and Localization Studies), and 35.390 (Authorized Users
for unsealed byproduct material which requires a written directive) include completion of
700 hours of training and experience. The revised training and experience requirements
specified in 35.190 (Authorized Users for uptake, dilution and excretion studies) include
completion of 60 hours of training and experience. These sections require said training
and experience to include “classroom and laboratory training” and supervised “work
experience”’; however, there is no specified breakdown, or division, of these hours. The
current rule specified in Subpart J, does specify a breakdown of hours between classroom
and laboratory training and supervised work experience.

10 CFR Part 35.55, Training for an authorized nuclear pharmacist, requires the accepted
boards to require the same 700 total hours of didactic and supervised practical experience
hours as specified in 35.55.b for the alternative pathway. It does not specify a breakdown
of the didactic training hours in radiation safety.

10 CFR 35.190, Training for uptake, dilution, and excretion studies, requires the
accepted boards to require the same 60 total hours specified in the alternative pathway
(35.190.c). The wording of the text refers to the description of the hours in 35.190.c.1.
Paragraph 35.190.c.1 states, “Has completed 60 hours of training and experience in basic
radionuclide handling techniques....”. It does not specify a breakdown of the didactic
training hours in radiation safety.

10 CFR 35.290, Training for imaging and localization studies, requires the accepted
boards to require the same 700 hours specified in the alternative pathway (35.290.c). The
wording of the text refers to the description of the hours in 35.290.c.1. Paragraph
35.290.c.1 states “Has completed 700 hours of training and experience in basic
radionuclide handling techniques...” It does not specify a breakdown of the didactic
training hours in radiation safety.

10 CFR 35.390, Training for use of unsealed byproduct material for which a written
directive is required, requires the accepted boards to require the same 700 hours specified
in the alternative pathway (35.390.b). The wording of the text refers to the description of
the hours in 35.390.b.1. Paragraph 35.390.b.1 states “Has completed 700 hours of
training and experience in basic radionuclide handling techniques...” It does not specify a
breakdown of the didactic training hours in radiation safety.



Petition for Rulemaking: Amending Training and Education
Requirements in Sections of 10 CFR Part 35.

III.  Proposed Actions

10 CFR Part 35.55, Training for an authorized nuclear pharmacist, 10 CFR 35.190,
Training for uptake, dilution, and excretion studies, 10 CFR 35.290, Training for
imaging and localization studies, and 10 CFR 35.390, Training for use of unsealed
byproduct material for which a written directive be amended to define and specify the
number of didactic training hours in radiation safety for these pharmacists and medical
authorized users.

It is recommended that the training and experience requirements for 35.55, 35.190,
35.290, and 35.390 be revised to specify a breakdown of the total training hours into
didactic (classroom and laboratory) training and supervised work experience. This will
clarify that radiation safety, which is clearly within the Agreement States and NRC’s
purview, rather than clinical skills, are the focus of the regulatory requirements.

The amended rules will ensure adequate radiation safety training for Authorized Users,
Radiation Safety Officers and Authorized Nuclear Pharmacists and ensure consistency
and uniformity of training requirements nationwide.

IV. RATIONALE FOR THE CHANGES

- OAS believes that the need for specific didactic training hours is not a “practice of
medicine issue” but it is a radiation safety training issue.

The revised rules are less prescriptive, and rely more on the knowledge and performance
of Radiation Safety Officers, Authorized Users, Authorized Medical Physicists and
Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the
various training and experience requirements specified in Part 35. Since radiation safety
is the goal of these related regulations, consideration must be given to the methods by
which an Authorized User, Radiation Safety Officer or Authorized Nuclear Pharmacist
receives radiation safety training. The majority of basic radiation safety principles are
learned in the didactic portion of training, not with “work experience”. In addition, proper
didactic training programs will better prepare the individual for out of the ordinary
occurrences that are not likely to be seen during supervised work experience. An
appropriate didactic training program should supplement the supervised work experience
portion so that the individual understands how radiation safety integrates into the practice
of medicine. If an Authorized User or Radiation Safety Officer is not adequately trained
in radiation safety that person cannot effectively supervise the safe use of radioactive
material.



Petition for Rulemaking: Amending Training and Education
Requirements in Sections of 10 CFR Part 35.

While the OAS is unaware of any documentation of major inconsistencies in the
Agreement State implementation of the old Training and Experience requirements, the
Training and Experience requirements of the revised Part 35 have been designated as
“Category B” for Agreement State compatibility in an attempt to provide nationwide
“consistency and uniformity” of authorized user credentialing. The higher the
compatibility classification, the more prescriptive, and more specific the rule text must be
to ensure that all Agreement States and NRC Regions can be uniform and consistent.
The lack of clearly defined didactic training hours for these authorized users weakens the
rule’s consistency and uniformity.

By not specifying a minimum number of didactic training hours in these paragraphs,
radiation safety is likely compromised, leading to a weakening of the effectiveness of
Part 35 to adequately assure the radiation safety of the patient, the occupationally
exposed worker, and the public. In addition, the effort to develop a consistent and
uniform set of standards has been weakened. Consistency is necessary so that Agreement
States and NRC Regional offices can accept each other’s approved authorized users. The
lack of clearly define training requirements will negatively impact the effective
implementation of these standards nationwide.

With the less prescriptive nature of the rules, Agreement States are being required to
adopt rules that are viewed as inadequate. Without adequate didactic training, an
individual’s knowledge of basic radiation safety physics, radiation biology, and
radiopharmaceutical chemistry may be lacking. Agreement States are concerned that by
using less prescriptive rules, they may likely compromise their citizens to individuals
who have not received adequate radiation safety training. In the interest of public health
and safety, clearly defined and specified didactic training hours must be codified.

Currently, Agreement States review all third party didactic radiation safety training
programs. For example, even though the NRC changed the training and experience
criteria for nuclear pharmacists some years ago, Agreement States have continued to use
the previous criteria for didactic training (200 hours) when reviewing the adequacy of a
new program. As a result, all current nuclear pharmacists have received at least 200
hours of didactic training in the required subject matter. Were the revised rules to be
adopted under compatibility B requirements, it is possible that not all didactic training
programs would be reviewed using the same criteria, and most likely this would result in
a training program not being universally accepted by all Agreement States. Specifying
the minimum number of didactic training hours in the rule assures consistency and
uniformity in the review of these programs, as well as resulting in uniform and consistent
acceptance, in all states, of an approved didactic training program.



Petition for Rulemaking: Amending Training and Education
Requirements in Sections of 10 CFR Part 35.

OAS presents this petition for rulemaking within its natural progression to represent the
collective principles of its members regarding regulatory standards. Attached is a copy of
the OAS Position Statement signed by 30 of the Agreement States in support of this
Petition for Rulemaking.

V. CONCLUSION

The proposed amended sections of 10 CFR Part 35 will provide a formal, more structured
approach to ensure consistent implementation of the rules nationwide. Defined and
specified didactic training hours and supervised clinical training hours will better ensure
adequate radiation safety training for Authorized Users and Authorized Nuclear
Pharmacists. Therefore, radiation safety will be improved for the licensees, authorized
users, the patients, occupationally exposed workers and the public.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-in qggxed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified

in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training™ and supervised “work experience™; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Aiithorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for

auth?ﬁar pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

/ Name and Position [ ’ State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk- m?ormed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Ofﬁcers
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified

in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
{Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the

NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for

authorized nuclear f}armamsts (35 55) and authorized users (35. 190 35. 290 and 35.390).
(ol
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified

in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

* improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide, It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radicactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I-am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authefizey nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Pleasq fgrward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

s specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

s Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

%/W %a/h% /fl/é/f/;/;zZ }Q/kcm:i a9

Name and Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States, Inc. (OAS)
POSITION PAPER AND PETITION FOR RULEMAKING

[0

\k\,\{, S Regarding 10CFR Part 35 Mandated
Training and Experience Requirements

and Medical Didactic Training Hours

Qrganimation of Agresmant States
The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclaar Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience™™; however, there isnio
specified breakdown, or division, of these hours. Previously, therules did specify a breakdown of hours between classroom and laboratory
wraining and supervised work experience.

QAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 tevision of Part 35):

o better ¢nsure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

«  specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and vniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are leamed in the didactic portion of training, not with “work experience". If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

o  Radiation safety is likely compromised, leading to 2 weakening of the effactiveness of Part 35 to adequately assure the radiation
safety of the patient, the accupationally exposed worker, and the public; and,
»  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority aver nearly 80% of the bypraduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses, The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forcad to the possible jeopardy of
subjecting their citizens 10 users who have not received adaquate radiation safety training,

0AS presents this position statement within its natural progression to represen't the collective pﬁnciples ofits membérs' regartiing.regulatox')"
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, [ certify that I am a member of the OAS and confirm my agreement with this position paper. Further, 1 petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinicsl hours required in the alternative traming pathways for
authorized nuclear pharmacists (35,55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W, Thompson, Radioactive Materials Program, Arkansas
Department of Health, 48135 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867. R E C E é ‘Ej E @
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and Medical Didactic Training Hours

Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training™ and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

¢ improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that [ am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form o Iater than July 3 2004 to Jared W. Thompson Radxoactlve Materials Progra
Department of Health, 4815 West Markham Street, Slot #30 Little Rock, Arkansas 72205-3867.
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i Organization of Agreement States, Inc. (OAS)
O A%W POSITION PAPER AND PETITION FOR RULEMAKING
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Regarding 10CFR Part 35 Mandated
Training and Experience Requirements

Organization of Agreement States
and Medical Didactic Training Hours

- The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and

performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,

Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.

Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified

in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
{Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
" require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 33):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e  Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

. OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

| &//{/4’/; 7/ Zd«’//Z; | BIRERY CH1EF

Name and Position”

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Programali rkansas qn,
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867. AUD V% ('ﬁgi}
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From: Cynthia Sanders [CSanders@dnr.state.ga.us]
Sent: Thursday, July 29, 2004 4:28 PM

To: Jared Thompson

Subject: RE: OAS Position Statement

Jared,

I spoke with David Walters regarding the OAS Position Statement. At this time, I am still
not comfortable signing it. T prefer to hold off on this until further discussions at the
OAS annual meeting.

Cynthia Sanders
>>> "Jared Thompson" <jwthompson@HealthyArkansas.com> 7/26/2004 10:51:20 AM >>>

> To: Members of the Organization of Agreement States (OAS)
>

Please review the attached Proposed OAS Position Statement on Part 35 Didactic
Training Hours. Your response regarding this Position Statement is important. The OAS
Board would like to present as many signed statements to the Commission on August 17,
2004. This effort at unity will strengthen our standing with NRC staff and the
Commission.

Please return the signed Position Statement to me ASAP. You can fax a copy to me at
501-661-2849, but please mail your signed original. The Part 35 Ad Hoc Committee will be
contacting you, if we do not receive a response. We are looking for 100% response from
Director Members.

If you have already responded.............. THANK YoU!!!ttryrirryrptirtntl
Jared Thompson

On May 26, 2004, the OAS held a meeting in conjunction with the CRCPD
meeting in Bloomington, Minnesota to discuss Part 35 the didactic training
issue. Jared Thompson, OAS Chair-Elect facilitated the meeting, where 24 of
the 33 Agreement States were represented. A consensus opinion was reached
that a minimum number of didactic hours should be specified for Authorized
Nuclear Pharmacists and the Authorized Users of 35.100, 35.200 and 35.300
materials. It was also agreed that the OAS should petition the NRC for
rulemaking on Part 35 to provide more consistent and uniform training rules.

Those in attendance at the May 26 meeting determined that OAS should
complete the following action items:

-- Finalize a position paper for developing consensus among the 33 Agreement
States regarding the need for establishment of a minimum number of didactic
training hours for Authorized Nuclear Pharmacist and Authorized Users of
35.100, 35.200 and 35.300 materials.

-- Include in the position paper a petition for rulemaking to the NRC
regarding the establishment of a minimum number of didactic training hours
for Authorized Nuclear Pharmacist and Authorized Users of 35.100, 35.200 and
35.300 materials.

In accordance with these action items, the OAS Part 35 Ad Hoc Working Group
completed a position statement that integrated the petition for rulemaking.

Please review the attached Position Statement. Your input is requested.
Please read the statement, and if you agree with its declarations,

please complete the portion that petitions NRC for rulemaking

and send to Jared Thompson at the address indicated on the form. Please
send to Jared no later than July 30, 2004. The OAS Executive Board -will
deliver the position statement and petitions to the NRC Commissioners during
our briefing with them on August 17, 2004. Time is of the essence.

VVVVVVVVVVVVVVVVVVVVYVVVVVVVVVYVY



Organization of Agreement States, Inc. (OAS) AUG O 2 2004
( O A {( POSITION PAPER AND PETITION FOR RULEMAKING
S 2dljal] '\sé iilu
Regarding 10CFR Part 35 Mandated
Organization of Agreemem States Training and Experience Requirements
and Medical Didactic Training Hours

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35,190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

o better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material,

By not specifying a minimum number of didactic training hours:

o Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. 1t is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also secks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member ofthe OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

Y~ il T Tour Tl wo 1%

Name and Position ) State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-inforn%% and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “woerk experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

s  Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreemeni States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

MC/ b eley b2d - N/

am!"md Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 722035-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-iﬁformed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; iowever, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the A greement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e  specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement Siates have regulatory authority over nearly 80% of the byproduct licensees nationwide. 1t is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

Yo, L0 Ve

Name and Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. Ifan Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person carmmot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Locaiization Studies), and 35.350 {Authorized Users for unsealed hypraduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35. 190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Aunthorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
{(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

o improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that T am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Plegse forward thecompleted form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.




Organization of Agreement States, Inc. (OAS)

] ) POSITION PAPER AND PETITION FOR RULEMAKING
; Atk Py CITRE Regarding 10CFR Part 35 Mandated

?d'aﬂmo‘;ggﬂzgon of Agreement States Training and Experience Requirements
and Medical Didactic Training Hours

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also secks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radloactlve Materials Program Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
{Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists; .

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

o Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. ' The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that [ am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory

training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that  am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 722035-3867.
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Organization of Agreement States, Inc. (OAS)
“ POSITION PAPER AND PETITION FOR RULEMAKING

Regarding 10CFR Part 35 Mandated
Organiaation of Agreement States Training and Ex;nperi?nce R.equirements
and Medical Didactic Training Hours ‘
The Nuclear Regulatory Commission (NRC) revised 10CFR Part 33, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Phanmacists to maintain adequate radiation safefy programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified

in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience™; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum nurnber of didactic training hours:
e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation

safety of the patient, the occupationally exposed worker, and the public; and,
o  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also secks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am amember of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for

orized nuclear pharmatists (35.55) and authorized users (35.190, 35.290, and 35.350).
M STANLEW Q. MARSHAEL N&r&&q /{,‘Q’(le (Z@o?
S ()

A iti p
9‘4\ < Hea! Nawzgsmon

Please forward the completed form no later than fuly 30, 2004 to Jared W. Thompson, Radiocactive Materials Program, Arkansas
Departiment of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Training and Experience Requirements

Organization of Agreement States
and Medical Didactic Training Hours
The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and lzboratory training” and superviced “work experience”; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

Dennis P. O'Dowd, Acting Administrator

ﬂ . I[)(p;p [) Radiological Health Section New Hampshire

Division of Public Headlth Services
Name and Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markhai Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 33, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

o Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with *work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, [ certify that | am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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|

Name and Position State

ease forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 33, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 33.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely coinpromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership ofthe OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens 10 users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

Stanley At ,
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amg and Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Orgamzauon of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e  better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e  specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e  Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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orward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule moren‘;k‘%formed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation: Saf;ty Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified

in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequaie radiation safety under these licenses. The membership of'the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than Fuly 30, 2004 to Jared W. Thompson, Radicactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequaze radiation sai & - prog:s-a=.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 33.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

o better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

» Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regardir= regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreer:ent States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radicactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Liitle Rock, Arkansas 72205-3867.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised L0CFR Part 35, effective October 24, 2002, to make the rule more nsk—mformed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training™ and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

o better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorizgd n_ clear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed form no later tflan July 30, 2004 to Jared W. Thompson, Radicactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States, Inc. (OAS)
O A POSITION PAPER AND PETITION FOR RULEMAKING
S Regarding 10CFR Part 35 Mandated
Training and Experience Reguirements
and Medical Didactic Training Hours

Organization of Agreement States
The Nuclear Repulatory Commission (NRC) revised 10CFR Part 35, cffective October 24, 2002, to make the rale mote risk-informed and
performance bascd. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officcrs,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adcquate radiation safcty programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The reviscd training and experience requirements specified in 35,55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Uscrs for
Imaging and Localization Studics), and 35.390 (Authorized Users for unsealed byproduct matcrial which requires a written directive)
include completion of 700 hours of training and experience. The rcviscd waining and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and cxeretion studies) include completion of 60 hours of waining and experience. Thesc scctions
require said training and expericnce to include “classroom and laboratory training” and supervised “‘work cxperience™; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and taboratary
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective 1o the Qctober 24, 2002 revision of Part 35);:

e better ensurc adequate radiation safety training for Authorized Uscrs, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

s improve and ensure consistency and uniformity of waining requirements.

Since radiation safcty is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safery Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experiencc”. Ifan Authorized User or Radiation Safety Officer is
nor adequately traincd in radiation safety, that person cannor effectively supcrvise the safe use of radioactive marerial.

By not specifying a minimum mumbcr of didactic training hours:

s Radiation safety is likely compromiscd, lcading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the paticnt, the occupationally exposed worker, and the public; and,
»  The cffort 1o develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adcquate radigtion safety under these licenses. The membership of the OAS has cxpresscd profound concern
that by being required to accept diminished didactic training requircments, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training,

OAS presents this position statement within its natural progression to represent the colleetive principles of its members regarding regulatory
standards. As a leader in nationwide radiation safcty, OAS also seeks to facilitate effective participarion of Agreement States in the
National Materials Program.

By my signature below, I centify that Tam a member of the OAS and confiem my agreement with this position paper. Further, I petition the
WRC for a rulemaking to includc a breakdown of didactic and supervised clinical hours required in the alternative oaining pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

State

" Please forward the completed form no latcr than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas

Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Jared Thompson

From:
Sent:
To:

Cc:
Subject:

Beverly Hall [beverly.hall@ncmail.nef]
Monday, July 26, 2004 10:25 AM
Jared Thompson

Stanley Fitch

Re: OAS Position Statement

I am signing this Position statement, however, we are checking with the NC Board of Pharmacy to
ensure we have the authority and also, that their will be no conflicts with the Nuclear Pharmacist
requirements.

Beverly Hall

Jared Thompson wrote:

To: Members of the Organization of Agreement States (OAS)

Please review the attached Proposed OAS Position Statement on Part 35 D
Please return the signed Position Statement to me ASAP. You can fax a
If you have already responded.............. THANK YOU! !ttty

Jared Thompson

On May 26, 2004, the OAS held a meeting in conjunction with the CRCPD
meeting in Bloomington, Minnesota to discuss Part 35 the didactic training
issue. Jared Thompson, OAS Chair-Elect facilitated the meeting, where 24
the 33 Agreement States were represented. A consensus opinion was reached
that a minimum number of didactic hours should be specified for Authorized
Nuclear Pharmacists and the Authorized Users of 35.100, 35.200 and 35.300
materials. It was also agreed that the OAS should petition the NRC for
rulemaking on Part 35 to provide more consistent and uniform training rule

Those in attendance at the May 26 meeting determined that OAS should
complete the following action items:

-- Finalize a position paper for developing consensus among the 33 Agreeme
States regarding the need for establishment of a minimum number of didacti
training hours for Authorized Nuclear Pharmacist and Authorized Users of
35.100, 35.200 and 35.300 materials.

-~ Include in the position paper a petition for rulemaking to the NRC
regarding the establishment of a minimum number of didactic training hours
for Authorized Nuclear Pharmacist and Authorized Users of 35.100, 35.200 a
35.300 materials.

In accordance with these action items, the OAS Part 35 Ad Hoc Working Grou
completed a position statement that integrated the petition for rulemaking

Please review the attached Position Statement. Your input is requested.
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Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35255) and authorized users (35.190, 35.290, and 35.390):
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/ Nam/e and Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.




Jared Thompson

From: Robert Owen [ROWEN@gw.odh.state.ch.us] N f\
Sent: Wednesday, August 04, 2004 4:22 PM N !
To: Jared Thompson \ \/
Cc: MHOWARD@gw.odh.state.oh.us

Subject: RE: OAS Position Statement /

Jared, I believe more work needs to be done among ourselves and in conjunction with NRC in
order to flush out what the training hours needs to be. I certainly don't support moving
forward with a rule petition, since that demonstrates a final position on the part of 0OAS.
Even among ourselves there are differences of opinion.

I am also unconvinced that we are at a point of arriving at a final position statement
without studying the issues via a working group in a cooperative effort, resulting in a
position paper that is adcoptable by all of OAS. I believe a consensus position is what
the National Materials Program would dictate, and that includes NRC at the table,
ultimately.

I realize that NRC went ahead and adopted their standard pursuant to ACMUI and not
necessarily factoring in OAS concerns. I'm not sure on that point. However, I don't
believe we should reciprocate.

I'm looking forward to further discussion of the matter at the OAS annual meeting.
Hopefully, we can arrive at a true consensus position on the matter. If not, then further

work needs to be done in that direction. g @ E g%f E @

Thanks for the opportunity to comment.

H

Bob AUG 0 6 2084
————— Original Message----- ﬁag Dart of Hoonn
From: ODH_REMOTE.GWIA."jwthompson@HealthyArkansas.com" _ ,‘!i_afffufi“iaa““ .
Sent: Monday, July 26, 2004 10:51 AM Padiation Conlrol and tme&g@n{?y Rt

To: Robert Owen; agodwin@arra.state.az.us; asafOl@health.state.ny.us;
bayoungbegw.dec.state.ny.us; beverly.hall@ncmail.net; bill passetti@doh.state.fl.us;
Bob.Walker@state.ma.us; clayton.bradt@labor.state.ny.us; csanders@dnr.state.ga.us;
dfinerfrockeutah.gov; dflater@idph.state.ia.us; dodowd@dhhs.state.nh.us;
Eastvoldeiema.state.il.us; EBailey@dhs.ca.gov; eddie.nanney@state.tn.us;
gary.robertson@DOH.WA.GOV; gmiskin@health.nyc.gov; jackf@doh.state.ri.us;
jay.hyland@state.me.us; john_ parker@nmenv.state.nmus; julia.schmittehhss.state.ne.us;
kwangler@state.nd.us; kwhatley@adph.state.al.us; michael.henry@la.gov;
Mike.Broderickedeq.state.ok.us; okelletp@dhec.sc.gov; rfletcher@emde.state.md.us;
rgoffemsdh.state.ms.us; Richard.Ratliffetdh.state.tx.us; robertl.johnson@mail.state.ky.us;
sjablons@tnrcc.statetx.us; smarshall@nvhd.state.nv.us; Steve.Tarlton@state.co.us;
tconleye@kdhestate.ks.us; william floyde@nmenv.state.nm.us

Cc: dwlater@state.al.us; Edwin.L.Wright@state.or.us; kenneth.weaver@state.co.us;
kwiebeck@HealthyArkansas.com; stanley fitch@nmenv.state.nm.us

Subject: RE: OAS Position Statement

> To: Members of the Organization of Agreement States (OAS)

>

Please review the attached Proposed OAS Position Statement on Part 35
Didactic Training Hours. Your response regarding this Position Statement is
important. The OAS Board would like to present as many signed statements to
the Commission on August 17, 2004. This effort at unity will strengthen our
standing with NRC staff and the Commission.

Please return the signed Position Statement to me ASAP. You can fax a copy
to me at 501-661-2849, but please mail your signed original. The Part 35 Ad
Hoc Committee will be contacting you, if we do not receive a response. We are
looking for 100% response from Director Members.

If you have already responded.............. THANK YOU!li!tlttryrrrnppelty
1
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Jared Thompson

On May 26, 2004, the OAS held a meeting in conjunction with the CRCPD
meeting in Bloomington, Minnesota to discuss Part 35 the didactic training
issue. Jared Thompson, OAS Chair-Elect facilitated the meeting, where 24 of
the 33 Agreement States were represented. A consensus opinion was reached
that a minimum number of didactic hours should be specified for Authorized
Nuclear Pharmacists and the Authorized Users of 35.100, 35.200 and 35.300
materials. It was also agreed that the OAS should petition the NRC for
rulemaking on Part 35 to provide more consistent and uniform training rules.

Those in attendance at the May 26 meeting determined that OAS should
complete the following action items:

-- Finalize a position paper for developing consensus among the 33 Agreement
States regarding the need for establishment of a minimum number of didactic
training hours for Authorized Nuclear Pharmacist and Authorized Users of
35.100, 35.200 and 35.300 materials.

-- Include in the position paper a petition for rulemaking to the NRC
regarding the establishment of a minimum number of didactic training hours
for Authorized Nuclear Pharmacist and Authorized Users of 35.100, 35.200 and
35.300 materials.

In accordance with these action items, the OAS Part 35 Ad Hoc Working Group
completed a position statement that integrated the petition for rulemaking.

Please review the attached Position Statement. Your input is requested.
Please read the statement, and if you agree with its declarations,

please complete the portion that petitions NRC for rulemaking

and send to Jared Thompson at the address indicated on the form. Please
send to Jared no later than July 30, 2004. The OAS Executive Board will
deliver the position statement and petitions to the NRC Commissioners during
our briefing with them on August 17, 2004. Time is of the essence.

Jared W. Thompson, Chair-Elect
Organization of Agreement States

Arkansas Department of Health

Radiocactive Materials Program

4815 W. Markham, Mail Slot 30

Little Rock, Arkansas 72205

501-661-2173

501-661-2849 (fax)

Do not mistake for conspiracy and intrigue what can best be explained by
tupidity and incompetence.

> <<Didactic_Training Position_Statement.pdf>>

"This e-mail is intended for the sole use
of the intended recipient and may contain
privileged, sensitive, or protected health
information. If you are not the intended
recipient, be advised that any unauthorized
use, disclosure, copying, distribution, or



Organization of Agreement States, Inc. (OAS)

W POSITION PAPER AND PETITION FOR RULEMAKING
V\(§~\< Regarding 10CFR Part 35 Mandated

Training and Experience Requirements

Organization of Agreement States
and Medical Didactic Training Hours
The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is nc
speciﬁed breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radidtion safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

@/NLQ&\ 5’0 M&D e Odah e

dme and Positidn State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Regarding 10CFR Part 35 Mandated ©¢
Training and Experience Requirements

and Medical Didactic Training Hours

Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Thervefore the safe use of radicactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is o
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
¢ The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeepardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that T am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authonzed users (35.190, 35.290, and 35.390).

g&&,\_ /QL/—-«M MW OREGoN
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Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas

Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risli-’iﬂfbrmed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.

Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

Organization of Agreement States

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training™ and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,
improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

¢ Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e  The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its memmbers regarding regulatory
standards. As a leader in nationwide radiation safety, QOAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).

Mo Shoalield Qg Ped. Codld e ot Selard

Name and Position State

Please forward the completed form no later than July 30, 2004 to Jared W, Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
o The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also secks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that I am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.350).

/ /ﬂ/ B A

Name and Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Training and Experience Requxrements

Organization of Agreement States
and Medical Didactic Training Hours
The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more nsl; jnformed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience”; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

o Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

o Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
¢ The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that | am 2a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Please forward the completed foh n
Department of Health, 4815 West M
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The Nuclear Regulatory Commission {NRC) revised 10CFR Part 35, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radicactive material in medicine now relies primarily on the various training and experience requirements specificd
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authaorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Uscrs for unscaled byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and expericnce o inciude “classroom and laboratory training™ and supervised “work expericnee™; however, there is no
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing conscnsus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensurc adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

e specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improvc and ensure consistency and uniformity of training requircments.

Since radiation safcty is the goal of any rclated regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience™. 1f an Authorized Uscr or Radiation Safety Officer is
not adequately trained in radiation safcty, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e Radiation safety is likely compromised, tcading to a weakening of the effectivencss of Part 35 to adequately assure the radiation
safety of the patient, the accupationally exposcd worker, and the public; and,
e  The effort to develop a consistent and uniform sct of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. 1t is incumbent upon the
Agrcement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requircments, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to uscrs who have not received adequate radiation safety training.

OAS prescents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safcty, OAS also secks to facilitate cffective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that T am a member of the OAS and confirm my agreement with this position paper. Further, T petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Name and Posmond State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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~—_ Orgacization of Agreement States, In¢c. (QAS)
Op WV, POSITION PAPER AND PETITION FOR RULEMAKING

S Regarding 10CFR Part 35 Mandated
Organization of Agreemest Stares Training and Experience Requirements
and Medical Didactic Training Hours

The Nuclear Regulatary Commssion (NRC) revised 10CFR Part33, effective Octnber 24, 2002, to meke the rule more risk-informed and
performence based. Therevised rules are lese prescriptive, sad rely more on the kpowledge and performanee of Radiation Safety Officers,
Authorized Users, Awthorized Medical Physicists and Anthorized Noclesr Phasraciss to maiatain adequate radiation safety prograrss.
Tharsfore the safe use of radicastive marerial in medicine now relies primarity on the variows raining and experience requiremeals specified
in Part 35,

The revised training and expetivnce requirements specified in 3553 (Authorized Nuclear Phannacists), 35.290 (Anthorized Users for
Imaging 8ad Localization Studies), and 35.299 (Anorized Users foe uasealed byproduct material which requirss a writien directive)
include completion of 700 hows of training mmd experience. The revised trainiog and experiguce requiremeniz specified in 35.190
(Autharized Users for nptake, diliution and excretion studiss) inchude completion of 60 hours of training and eiperience. These sections
require said traiming and experience to include “classroom and laboraiory training” and supervised "werk experience”™; howeves, there is no
specified beeakdown, or division, of these hours. Previously, the tules did specify a hrealniown s haurs between classroom and Iabamtory
trainisg and supervised work experience.

OAS supports its membership in defining and implementing conseasus standards on the medical use of radiomiclides in the Agreement
States that (respeetive 1o the October 24, 2002 revision of Pari 35):

_»  betwr cnsure sdequawe radiation safety training for Autborized Usexs, Radiation Safety Officers and Autharized Nucicar
Pharmacists;
e  specify the acocpmble breakdown of didaetic and snpervised clinical faining hews; and,
¢ imprave and ensure consistency and eaiformity of aising requirments.

Since radistjon safety is the geal of any related regulation, considetation must be given 1o the methods by which an Awdhorized User,
Radiation Safety Officer or Avihorized Nuclear Fhaummcist reccives radialzon safefy training. The majority of basic radiation safety
privciples are leamed in the didactic porrion afrgining, not with “wizk experiense™. I an Authorized User or Radiation Safety Officer is
nat adequately trained in radiation safecy, that person cxunot effectively supervise the safe use of radioacrive marerial.

By not epecifying 4 minimuan mmber of didactic waining bows;

«  Radiation safity is likely compromised, leading to 8 weakening of the effectivencss of Pant 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, aad the public; and,
s The effort to develop 8 consisters and uniforin set of standrds hns beeny weakened

The Agreement States have regulatory zuthority over ncarly 80% of ike byproduct licensees natiamwide. 5 is incumbent upon the
Agreemenr Stares 10 assure adcquets radiation safety nader these licenses. The membership of the OAS has expressed profoamd concern
that by being required ta accept diminished didacric taining requiremeats, the Agreement States are forced to the possible jeopardy of
subjecting their citi2ens to users who have noi received adequane radiation safety tramng.

OAS presents this position statement within its naniral progression to represent the collective principles ofirs members regarding regulstory
standards. As a leader in vaticowide rediation safety, OAS also seeks to facilitare effecrive participation of Agrecmcnt States in the
Ntional Matezials Program.

e

By my signature below, I certify that I srn a member of the OAS and comfirm iy agrecment with this position paper. Further, I petition the
NRC for » rulenaking to include g breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized guclear pharomcisrs (35.59) and suthorized users (35,190, 35.290, aad 35.350).

- | Ly

Piease 10rwarg (B2 COMPIeTRa fotm oo IB1eY tAAA ALY 30, 2004 t0 JAfE0 W. TIOMPSOn, RAOACUVE MAETIHS FIOgam, ATKmsys
Department of Health, 4815 West Markdbam Snwat, Slot #30, Linde Rock, Ariansks 72205-3867.
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Organization of Agreement States, Inc. (OAS)
Bﬂ“ﬁ‘ﬁ POSITION PAPER AND PETITION FOR RULEMAKIN
Ak T
( Regarding 10CFR Part 35 Mandatediizticn O

Training and Experience Requirements
and Medical Didactic Training Hours

Organization of Agreement States

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 33, effective October 24, 2002, to make the rule more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised iraining and experience requirements specified-in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience to include “classroom and laboratory training” and supervised “work experience™; however, there isno
specified breakdown, or division, of these hours. Previously, the rules did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e better ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;

o specify the acceptable breakdown of didactic and supervised clinical training hours; and,

e improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

e  Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concern
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

OAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that T am a member ofthe OAS and confirm my agreement with this position paper. Further, I petition the
"NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (33 190, 35.290, and 35.390).

Q L Wﬁ@f/’m] {Div —*(}!—Zg Lo B

Name and Position ' State

Please fonwayd the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Depariment of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.
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Organization of Agreement States

Regarding 10CFR Part 35 Mandated
Training and Experience Requirements
and Medical Didactic Training Hours

The Nuclear Regulatory Commission (NRC) revised 10CFR Part 35, effective October 24, 2002, to make the nile more risk-informed and
performance based. The revised rules are less prescriptive, and rely more on the knowledge and performance of Radiation Safety Officers,
Authorized Users, Authorized Medical Physicists and Authorized Nuclear Pharmacists to maintain adequate radiation safety programs.
Therefore the safe use of radioactive material in medicine now relies primarily on the various training and experience requirements specified
in Part 35.

The revised training and experience requirements specified in 35.55 (Authorized Nuclear Pharmacists), 35.290 (Authorized Users for
Imaging and Localization Studies), and 35.390 (Authorized Users for unsealed byproduct material which requires a written directive)
include completion of 700 hours of training and experience. The revised training and experience requirements specified in 35.190
(Authorized Users for uptake, dilution and excretion studies) include completion of 60 hours of training and experience. These sections
require said training and experience o inciude “classroom and laboratory training™ and supervised “work experience’; however, there is no
specified breakdown, or division, of these hours. Previously, the ruies did specify a breakdown of hours between classroom and laboratory
training and supervised work experience.

OAS supports its membership in defining and implementing consensus standards on the medical use of radionuclides in the Agreement
States that (respective to the October 24, 2002 revision of Part 35):

e Dbetter ensure adequate radiation safety training for Authorized Users, Radiation Safety Officers and Authorized Nuclear
Pharmacists;
specify the acceptable breakdown of didactic and supervised clinical training hours; and,

s improve and ensure consistency and uniformity of training requirements.

Since radiation safety is the goal of any related regulation, consideration must be given to the methods by which an Authorized User,
Radiation Safety Officer or Authorized Nuclear Pharmacist receives radiation safety training. The majority of basic radiation safety
principles are learned in the didactic portion of training, not with “work experience”. If an Authorized User or Radiation Safety Officer is
not adequately trained in radiation safety, that person cannot effectively supervise the safe use of radioactive material.

By not specifying a minimum number of didactic training hours:

o Radiation safety is likely compromised, leading to a weakening of the effectiveness of Part 35 to adequately assure the radiation
safety of the patient, the occupationally exposed worker, and the public; and,
e The effort to develop a consistent and uniform set of standards has been weakened.

The Agreement States have regulatory authority over nearly 80% of the byproduct licensees nationwide. It is incumbent upon the
Agreement States to assure adequate radiation safety under these licenses. The membership of the OAS has expressed profound concemn
that by being required to accept diminished didactic training requirements, the Agreement States are forced to the possible jeopardy of
subjecting their citizens to users who have not received adequate radiation safety training.

QOAS presents this position statement within its natural progression to represent the collective principles of its members regarding regulatory
standards. As a leader in nationwide radiation safety, OAS also seeks to facilitate effective participation of Agreement States in the
National Materials Program.

By my signature below, I certify that [ am a member of the OAS and confirm my agreement with this position paper. Further, I petition the
NRC for a rulemaking to include a breakdown of didactic and supervised clinical hours required in the alternative training pathways for
authorized nuclear pharmacists (35.55) and authorized users (35.190, 35.290, and 35.390).
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Name and Position State

Please forward the completed form no later than July 30, 2004 to Jared W. Thompson, Radioactive Materials Program, Arkansas
Department of Health, 4815 West Markham Street, Slot #30, Little Rock, Arkansas 72205-3867.





